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SUMMARY: The Food and Drug Administration (FDA) is announcing an 

opportunity for public comment on the proposed collection of certain 

information by the agency. Under the Paperwork Reduction Act of 19% (the 

PRA), Federal agencies are required to publish notice in the F&&al Register 

concerning each proposed collection of information, including each proposed 

extension of an existing collection of information, and to allow 60 ,days for 

public comment in response to the notice. This notice solicits comments on 

medical device recall authority. 

DATES: Submit written or electronic comments on the collection of information 

by [insert date 60 days after date of public/.xtion in the Federal Register]. 

ADDRESSES: Submit electronic comments on the collectian of.information to: 

htfp://www.fda.gov/dockets/ecomnents. Submit written comments on the 

collection of information to the Divi,sion of Dockets Management (HFA-3X), 

Food and Drug Administration, 5630 Fishers Lane, rm. 1061, Rockville, MD 

20852. All comments should be identified with the docket number found in 

brackets in the heading of this document. 
ocO5187 



FOR FURTHER INFORMATION CONTACT: Peggy Robbins, Office of Management 

Programs (HFA-250), Food and Drug Administration, 5600 Fishers Lane, 

Rockville,MD 20857,301-827-1223. 

SUPPLEMENTARY INFORMATION: ,Under the PRA (44 U.S.C. 3502-35201, Federal 

agencies must obtain approval from the Office of Management and Bu”dget 

(OMB) for each collection of information they conduct or sponsor. “Collection 

of information” is defined in 44 U.S.C. 3502(3) and 5 ,CFR 1320.3(cf and 

includes agency requests or requirements that members of the public submit 

reports, keep records, or provide information to a third party. Section 

3506(c)(2)(A) of the PRA f44 U.S.C. 3506(c)(2)(A)) requires Federal agencies 

to provide a 60-day notice in the Federal Register concerning each proposed 

collection of information, including each proposed extension of an existing 

collection of information, before submitting the collection to OMB for 

approval. To comply with this requirement, FDA is publishing notice of the 

proposed collection of information set forth in this document. 

With respect to the following collection of information, FDA invites 

comments on these topics: (1) Whether the proposed collection of information 

is necessary for the proper performance of FDA’s functions, including whether 

the information will have practical utility; (2) the accuracy.of FDA’s estimate 

of the burden of the proposed collection of information, including the validity 

of the methodology and assumptions used; (3) ways to enhance the quality, 

utility, and clarity of the information to be collected; and (4) ways to minimize 

the burden of the collection of information on respondents, including through 

the use of automated collection techniques; when appropriate, and other forms 

of information technology. 



Medical Device Kecall Authority-21 CFR Part 810 (OMB Number M310- 
0432)-Extension 

This collection implements medical device recall authority provisions 

under section 518(e)- of the Federal Food, Drug, and Cosmetic Act (the act) 

(21 U.S.C. 360h) and part 810 (21 CFR pa& 810). Section 518(e) of the act gives 

FDA the authority to issue an order requiring the appropriate person, including 

manufacturers, importers, distributors, and retailers of a device, to immediately 

cease distribution of such device, ta immediately notify health professionals 

and device-user facilities of.the order, and to instruct such professionals and 

facilities to cease use of such device, if FDA finds that there is reasonable 

probability that the device intended for human use would cause serious 

adverse health consequences or death. 

Section 518(c) of the act sets lout a three-step procedure for issuance of 

a mandatory device recall. order. First, if there is a reasonable probability that 

a device intended for human use would cause serious, adverse health 

consequences or death, FDA may issue a cease distribution and notification 

order requiring the appropriate,person to immediately do the following: cl) 

Cease distribution of the device, 12) notify health professionals and device user 

facilities of the order, and (3) instruct th,oie professionals and facilities to cease 

use of the bdevice. Second, FDA will provide the person named in the cease 

distribution and notification order with the opportunity for an informal hearing 

on whether the order should be modified; vac.ated, or amended to require a 

mandatory recall of the device. Third, after providing the opportunity for an 

informal hearing, FDA may issue a mandatory recall order if the agency 

determines that such an order is necessary. 

The information collected under the recall authority will: be used by FDA 

to ensure that all devices entering the market are safe and effective, to 



’ accurately and immediately detect serious prob1em.s with medical devices, and 

to remove dangerous and defective devices from the market. 

The respondents to this Proposed collection of information are 

manufacturers, importers, distributors, and retailers of medical devices. 

FDA estimates the burden of this collection of information as follows: 
TABLET .-ESTIMATED ANNUAL REPORTING BURDENS 

2% CFR Sectton 

810.1 O(d) 

810.11(a) 

810.12(a) and (b) 

810.15(e) 

810.16 2’ 12 

810.17 2’ 1 

Total 

‘There are no capitat costs or operating and maintenance costs associated with this collection of information. 

24 4d 960 

2 a 16 

1,082 - 

The following burden estimates are based on FDA’s experience with 

voluntary recalls under 21 CFR part 7. FDA expects no more than .two 

mandatory recalls per year, as most recalls are done voluntarily. 

Section 810.1.0(d)-FDA estimates that it will take approximately 8 hours 

for the person named in a cease distribution and notification order to gather 

and submit the information required by this section. The total estimated annual 

burden is 16 hours. 

Section 810.1 l(a)--Based on experience in similar situations, FDA expects 

that there will be only one request for a regulatory heariug per year and that 

it will take approximately 8 hours to prepare this request. 

Section 810.12(a) and (b)-Based on experience in similar situations, FDA 

expects that there will be only one written request for a review of a cease 

distribution and notification order per year and that it will take approximately 

8 hours to prepare this request. 



1  5  
e s 7  

S e c tio n  8 1 0 .1 4 ~ B a s e d  u p o n  its exper ience  w ith , vo lun tary  recal ls,  F D A  

es tim a tes  th a t it w ill ta k e  a p p r o x i m a tely  1 6  hou rs  to  d e v e l o p  a  stra te g y  fo r  

comp ly ing  w ith  th e  o rde r . 

S e c tio n  8 1 0 .15 (a )  th r o u g h  (d)-B a s e d  u p o n  its e x p e ,rie n c e  w- i th  vo lun tary  

recal ls,  F D A  es tim a tes  th a t it w ill ta k e  a p p r o x i m a tely  1 6  hou rs  to  n o tify e a c h  

h e a l th  p ro fess iona l , user  facility, o r  ind iv idua l  o f th e  o rde r . 

S e c tio n  8 1 0 .1 5 ( e ) - B a s e d  u p o n  its ex -per ience  w ith  vo fu n tary  recal ls,  F D A  

es tim a tes  th a t th e r e  w ill b e  a p p r o x i m a tely  5  cons ignees  pe r  recal l  (IO  pe r  year )  

w h o  w ill b e  requ i red  to  n o tify the i r  cons ignees  o f th e  o rder -  F D A  es tim a tes  

th a t it w ill ta k e  th e m  a b o u t 1  h o u r  to  d o  so . 

S e c tio n  8 1 0 .1 6 - F D A  es tim a tes  th a t it w o u ld  ta k e  n o  m o r e  th a n  4 0  hours  

to  assemb le  a n d  p r e p a r e  a  wr i tte n  sta tus  repor t requ i red  by  a  recal l .  T h e  sta tus  

repor ts a re  p r e p a r e d  by  m a n u fac turers  6  to ’1 2  tim e s  e a c h  year . T h e r e fo re , e a c h  

m a n u fac tu re r  w o u ld  s p e n d  n o  m o r e  th a n  4 .8 0  hou rs  e a c h  year  p repa r ing  sta tus  

repor ts. If th e r e  w e r e  tw o  F D A  invoked  recal ls  e a c h  year , th e  t-o ta l  b u r d e n  

hours  es tim a te d  w o u ld  b e  9 6 0  hours  e a c h ’year . 



Section 810.1 T-Based OXI experience with similar procedures, FDA 

estimates that it would take 8 hours to draft a writtefi request for termination 

of a cease distribution and notification or mandatory recall order. 

Dated: 8’2hX- 
August 26, 2005. 

Assistht Commissioner for Policy. 
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